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was filed, had possession of the claimed invention. The Examiner alleges that the instant 
disclosure fails to provide adequate written description of: the co-administration of 2- 
methoxyadenosine with any other substance known to act as an analgesic; the "prevention" of 
pain associated with any disease condition by the administration of 2-methoxyadenosine; and the 
effective treatment of pain associated with any neurodegeneration including Alzheimer's disease, 
HIV, AIDS, ARC, silicosis, myasthenia gravis, Crohn's disease, bacterial meningitis, and nearly 
all of the other diseases listed generically or specifically in any of claims 11, 15, and 18. 

According to M.P.E.P. § 2163.04, a description as filed is presumed to be adequate, 
unless or until sufficient evidence or reasoning to the contrary has been presented by the 
examiner to rebut the presumption. See, e.g., In re Marzocchi, 439 F.2d 220, 224, 169 USPQ 
367, 370 (CCPA 1971). The examiner, therefore, must have a reasonable basis to challenge the 
adequacy of the written description. The examiner has the initial burden of presenting by a 
preponderance of evidence why a person skilled in the art would not recognize in an applicant's 
disclosure a description of the invention defined by the claims. Wertheim, 541 F.2d at 263, 191 
USPQ at 97. A general allegation of "unpredictability in the art" is not a sufficient reason to 
support a rejection for lack of adequate written description. 

According to M.P.E.P. §2163 II.A.3.(a), written description sufficient to establish 
Applicant's possession of the claimed invention can include, for example, description of an 
actual reduction to practice of the claimed invention. Alternatively, an applicant may also show 
that an invention is complete by disclosure of sufficiently detailed, relevant identifying 
characteristics which provide evidence that applicant was in possession of the claimed invention, 
i.e., complete or partial structure, other physical and/or chemical properties, functional 
characteristics when coupled with a known or disclosed correlation between function and 
structure, or some combination of such characteristics. Enzo Biochem, 323 F.3d at 964, 63 
USPQ2dat 1613. 



Written Description Rejection under 35 U.S.C. § 112, 1 st Paragraph re "Co-administration " 
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The written description rejection under 35 U.S.C. § 1 12, 1 st paragraph re "co- 
administration" is improper because no evidence has been presented to rebut the application's 
presumption of adequate written description, nor does the Examiner state why a person skilled in 
the art would not recognize in applicant's disclosure a description of the claimed invention. 

Moreover, contrary to the Examiner's allegation that the instant disclosure fails to 
provide adequate written description of the co-administration of 2-methoxyadenosine with any 
other analgesic agent, the specification includes an actual reduction to practice of the claimed 
method "wherein another analgesic agent is administered to the subject" (claim 27). For 
instance, in Example 5, spongosine (2-methoxyadenosine) was co-administered with gabapentin, 
a known analgesic agent for treating neuropathic pain (specification, page 9, lines 1-12). 
Spongosine (2-methoxyadenosine) and gabapentin together inhibited static allodynia in an in 
vivo model for neuropathic pain. FIG. 5 shows that the observed co-administration effects, 
indicated by (■), are similar to the predicted anti-hyperalgesic effect (derived from the dose 
response curves obtained with each agent alone) if the effects of the two compounds are additive 
(•). Further, the specification describes additional aspects of co-administration, including 
considerations for dosing and for selecting other analgesic agents for combined effects 
(specification, page 6, line 7-page 7, line 6). 

For at least these reasons, the rejection is overcome. Applicant respectfully requests that 
the Examiner withdraw the corresponding rejection. 

Written Description Rejection under 35 U.S.C. § 112, 1st Paragraph re "Prevention " 

The written description rejection under 35 U.S.C. § 112, 1 st paragraph re "prevention" is 
improper because no evidence has been presented to rebut the application's presumption of 
adequate written description, nor does the Examiner state why a person skilled in the art would 
not recognize in applicant's disclosure a description of the claimed invention. 

Moreover, contrary to the Examiner's allegation of insufficient written description 
regarding the "prevention" of pain, the specification provides more than adequate written 



Applicant 
Serial No. 
Filed 
Page 



Peter Richardson 
10/537,564 
August 28, 2006 
15 of 30 



Attorney's Docket No.: 13425-170US1 / BV-1083 US 



description because it recites multiple actual reductions to practice of the claimed method using 
in vivo pain models. 

In the medical arts, a "preventive" method is one "[ajcting to ward off or hinder the 
occurrence of something such as a disease," (Exhibit A, Melloni's Illustrated Medical 
Dictionary, 4 th Ed., Melloni, JB & Dox, I, eds, Parthenon, New York, 2002 p. 528), "tending to 
slow, stop, or interrupt the course of an illness or to decrease the incidence of a disease," (Exhibit 
B, Mosby's Medical, Nursing and Allied Health Dictionary, 4 th Ed., Anderson et al., Mosby, St. 
Louis, MO, 1994, p. 1272), or "[h]indering the occurrence of something, esp. disease. SYN: 
prophylactic" (Exhibit C, Cyclopedic Medical Dictionary, 16 th Ed., Taber, CW & Thomas, CL, 
eds, F.A. Davis, Philadelphia, 1989, p. 1483). Consequently, one of ordinary skill in the art will 
understand that the claimed "method of preventing . . . pain which comprises administering 
spongosine (2-methoxyadenosine) to a subject in need of such prevention," includes a 
prophylactic treatment that can ward off, hinder, slow, stop, decrease, or interrupt the course, 
incidence, or occurrence of pain, as is exemplified in the specification. 

For instance, Example 1 provides experimental data showing that in a rat model for 
inflammatory pain, spongosine (2-methoxyadenosine) prevents pain with efficacy comparable to 
indomethacin, a known anti-inflammatory analgesic (specification, page 7, line 23- page 8, line 
2). Example 1 employs a carrageenan induced thermal hyperalgesia (CITH) model in the rat. 
Carrageenan (2%, 10 microlitres) was administered into the rat and a heat source was placed 
close to the treated and untreated hind paws. FIG 1 A shows that the difference in paw 
withdrawal latency compared to vehicle is reduced with spongosine (2-methoxyadenosine), and 
that reduction is comparable to that achieved with indomethacin. 

Further, Example 2 provides experimental data showing that in a rat model for 
neuropathic pain, spongosine (2-methoxyadenosine) administration was just as or more effective 
in preventing pain than carbamazepine, a known analgesic for neuropathic pain (specification, 
page 8, lines 3-11). Thermal hyperalgesia was caused by chronic constriction injury of the rat 
sciatic nerve. FIG. 2 shows that administration of spongosine (2-methoxyadenosine) reduced the 
hyperalgesia as shown by the reduction in the difference between the withdrawal latencies, and 
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spongosine (2-methoxyadenosine) was as, or more, effective than carbamazepine. Moreover, as 
noted above, Example 5 shows that administration of spongosine (2-methoxyadenosine) 
displayed an additive analgesic effect when co-administered with gabapentin in a rat model for 
neuropathic pain. 

Consequently, the specification reasonably conveys to one skilled in the relevant art that 
the inventors, at the time the application was filed, had possession of "[a] method of preventing . 
. . pain which comprises administering spongosine (2-methoxyadenosine) to a subject in need of 
such prevention . . ." as claimed. Applicant respectfully requests that the Examiner withdraw the 
corresponding rejection. 

Written Description Rejection under 35 U.S.C. § 112, 1 st Paragraph re Diseases 

The Examiner's alleges that there is insufficient written description regarding the 
"effective treatment of pain associated with any cancer including pancreatic cancer or brain 
cancer, any auto-immune disease, epilepsy, neurodegeneration including Alzheimer's disease, 
HIV, AIDS, ARC, silicosis, myasthenia gravis, Crohn's disease, bacterial meningitis, and nearly 
all of the other diseases listed genetically or specifically in any of claims 11, 15, and 18." 

As a preliminary matter, Applicant notes that the rejection at page 3 identifies specific 
diseases which were not disclosed in the present application, e.g., ". . . brain cancer . . . epilepsy, 
. . . Alzheimer's disease." 

As it relates to diseases cited in the application, this written description rejection under 
35 U.S.C. § 1 12, 1 st paragraph re "effective treatment of pain associated with" the recited 
conditions is improper because no evidence has been presented to rebut the application's 
presumption of adequate written description, nor does the office action state why a person skilled 
in the art would not recognize in applicant's disclosure a description of the claimed invention. 

Moreover, contrary to the Examiner's allegation of insufficient written description re 
"effective treatment of pain associated with" the recited conditions, the specification provides 
more than adequate written description because it recites multiple actual reductions to practice 
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using in vivo models of inflammatory and neuropathic pain, further coupled with diseases and 
conditions known to be correlated with inflammatory and neuropathic pain. 

For example, as described elsewhere herein, the specification includes multiple actual 
reductions to practice wherein the claimed method is shown to be effective with in vivo pain 
models that have inflammatory or neuropathic characteristics, e.g., Examples 1, 2, 4, and 5. 
Moreover, each of the diseases and conditions recited in the specification and claims exhibits 
neuropathic and/or inflammatory pain as described in the specification, for example at page 4, 
line 4-page 5, line 7. For example, referring to diseases common to the application and the 
Examiner's rejection, diseases that can involve neuropathic pain include HIV and cancer (page 4, 
line 6), and diseases that can involve inflammatory pain include cancer, HIV, ADDS related 
complex, silicosis, myasthenia gravis, Crohn's disease, bacterial meningitis (page 4, line 29, 
page 5, lines 2-5). 

For at least these reasons, the specification reasonably conveys to one skilled in the 
relevant art that the inventors, at the time the application was filed, had possession of the claimed 
methods. Applicant respectfully requests that the Examiner withdraw the corresponding 
rejection. 

Enablement Rejection under 35 U.S.C. $ 1 12, 1 st Paragraph 

Claims 11-31 stand rejected under 35 U.S.C. § 1 12, first paragraph, because while the 
Examiner concedes that the specification enables the treatment of inflammation and 
hypertension, the Examiner alleges that the specification does not reasonably provide enablement 
for the treatment of any other disease condition. 

As a preliminary matter, Applicant notes that the present claims are directed to methods 
of treatment or prevention of pain. 

The claimed invention is enabled when any person skilled in the art can make and use the 
invention without undue experimentation. In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 
1404 (Fed. Cir. 1988). The factors which maybe considered when determining whether a 
disclosure is enabling and whether any necessary experimentation is "undue" include, for 
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example, (A) The breadth of the claims; (B) The nature of the invention; (C) The state of the 
prior art; (D) The level of one of ordinary skill; (E) The level of predictability in the art; (F) The 
amount of direction provided by the inventor; (G) The existence of working examples; and (H) 
The quantity of experimentation needed to make or use the invention based on the content of the 
disclosure. Id. Further, a patent need not teach, and preferably omits, what is well known in the 
art. See, e.g., In re Buchner, 929 F.2d 660, 661, 18 USPQ2d 1331, 1332 (Fed. Cir. 1991). 

(A) The breadth of the claims; 

The Examiner alleges that the claims are excessively broad in scope because the 
Examiner asserts that the claims are directed to the treatment of pain associated with the recited 
diseases, and the Examiner alleges that the disclosure fails to define how to effectively treat the 
majority of these diseases. 

Contrary to the Examiner's allegation, the claims are not excessively broad because the 
application supports the breadth of the invention as claimed. Claim 1 1 recites "[a] method of 
preventing, treating, or ameliorating pain which comprises administering spongosine (2- 
methoxyadenosine) to a subject in need of such prevention, treatment, or amelioration." As 
noted elsewhere herein, the specification recites multiple working examples which demonstrate 
that the claimed method is effective on in vivo models of inflammatory and neuropathic pain. 
Moreover, the specification and claims recite specific diseases and conditions known to be 
correlated with inflammatory and neuropathic pain, for example as described at page 4, line 4- 
page 5, line 7 and recited in the claims. The Examiner provides no evidence or reasoning to 
show why the entire scope of claim 1 1 would not be enabled, let alone the specific recited 
diseases and conditions known to be correlated with inflammatory and neuropathic pain. 

(B) The nature of the invention; 

The nature of the invention is "[a] method of preventing, treating, or ameliorating pain 
which comprises administering spongosine (2-methoxyadenosine) to a subject in need of such 
prevention, treatment, or amelioration." 
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(C) The state of the prior art; 

The prior art is concerned with the treatment of pain by administering analgesics. As the 
Examiner acknowledges, the prior art does not identify the analgesic efficacy of spongosine (2- 
methoxyadenosine) as employed in the claimed method. 



(D) The level of one of ordinary skill; 

The level of skill in the art of pain management is extremely high. One of ordinary skill 
includes, for example, a physician experienced in preventing, treating, or ameliorating pain by 
administering an analgesic to a subject in need of such prevention, treatment, or amelioration. 
Such physicians are experienced in selecting among available analgesics and determining an 
effective dose. For example, according to the American Board of Pain Medicine's "Definition of 
Pain Medicine:" 

The specialty of Pain Medicine is concerned with the prevention, evaluation, 
diagnosis, treatment, and rehabilitation of painful disorders. Such disorders may have 
pain and associated symptoms arising from a discrete cause, such as postoperative pain or 
pain associated with a malignancy, or may be syndromes in which pain constitutes the 
primary problem, such as neuropathic pains or headaches. The diagnosis of painful 
syndromes relies on interpretation of historical data; review of previous laboratory, 
imaging, and electrodiagnostic studies; behavioral, social, occupational and avocational 
assessment; interview and examination by the pain specialist; and may require 
specialized diagnostic procedures, including central and peripheral neural blockade or 
monitored drug infusions. The special needs of the pediatric and geriatric populations are 
considered when formulating a comprehensive treatment plan for these patients. 

The pain physician serves as a consultant to other physicians but is often the 
principal treating physician and may provide care at various levels, such as direct 
treatment, prescribing medication, prescribing rehabilitative services, performing pain 
relieving procedures, counseling of patients and families, direction of a multidisciplinary 
team, coordination of care with other healthcare providers and consultative services to 
public and private agencies pursuant to optimal healthcare delivery to the patient 
suffering from a painful disorder. (Exhibit D, http://www.abpm.org/what/index.html 
accessed October 28, 2007) 
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The American Academy of Pain Medicine provides a similar "Definition of Pain 
Medicine." See Exhibit E, http://www.painmed.org/about/ , accessed October 28, 2007. 

The Examiner alleges that one of ordinary skill in the art is expected to be familiar with 
the details of the medicinal treatment of the diseases recited in the claims and further alleges that 
such familiarity is a literal impossibility because neither one nor a dozen practitioners could meet 
such a requirement. 

Firstly, contrary to the Examiner's allegation, there is no requirement found in the 
M.P.E.P. or in the case law that the entire breadth of a claim must be able to be practiced by any 
single person or particular group of persons. 

Secondly, the Examiner's allegation is contrary to the established practice of pain 
management. For example, according to the American Board of Pain Medicine, "[t]he pain 
physician ... is competent to treat the entire range of painful disorders encountered in delivery 
of quality health care." (emphasis added, Exhibit D). The American Academy of Pain Medicine 
concurs, stating "[t]he pain physician ... is competent to treat the entire range of pain 
encountered in the delivery of quality health care." (Exhibit E). Therefore, contrary to the 
Examiner's allegation, a physician may specialize in preventing, treating, or ameliorating pain 
without being an expert in every disease or condition which may conceivably cause pain. 

(E) The level of predictability in the art; 

The Examiner alleges that the predictability in the art is low because the Examiner asserts 
that the disclosure lacks guidance directed to treatment of the cited diseases and conditions. 

Contrary to the Examiner's allegation, the level of predictability in the art is high because 
the numerous examples demonstrate the effectiveness of the claimed method against several 
major pain mechanisms known in the art to be involved in a wide range of pain-causing diseases 
or conditions. Furthermore, the level of predictability in the art is high because one of ordinary 
skill in the art of pain management is experienced in treating a subject in pain regardless of 
whether the particular disease or condition that causes the pain is known. See the definitions of 
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pain medicine provided by the American Board of Pain Medicine and American Academy of 
Pain Medicine as reproduced in Exhibits D and E. 

(F) The amount of direction provided by the inventor; 

The Examiner alleges that the disclosure only supplies two and one-half pages of 
guidance and an indication of how to treat pain associated with only a few model test hosts 
wherein the pain has been induced 'artificially.' 

Contrary to the Examiner's allegation, Applicant has provided substantial direction. As 
noted above, one of ordinary skill in the art is experienced in selecting among available 
analgesics and determining an effective dose. The specification provides five working in vivo 
examples which demonstrate effective usage of the claimed method, for example, against 
inflammatory-related pain (Example 1) and neuropathic pain (Examples 2, 4, and 5); as lacking 
side effects at a dosage that is effective against pain (Example 3); and as being effective through 
a mechanism that can complement other analgesics (Examples 4 and 5), including demonstrating 
effective co-administration (Example 5). Further, the specification gives substantial guidance 
regarding pharmaceutical compositions (page 5, lines 10-11), dosage ranges, including guidance 
for dosing to avoid side effects (page 5, line 12 to page 6, line 3), routes of administration (page 
6, lines 4-5), frequency of administration (page 6, line 6), and guidance regarding co- 
administration with other analgesics, for example to reduce side effects (page 6, line 7 to page 8, 
line 6). Consequently, the specification provides substantial direction which permits one of 
ordinary skill in the art to use the claimed method. 

Further, the Examiner's assertion that the pain has been caused artificially is inapposite. 
The Examples describe the efficacy of the claimed method in working examples against known, 
in vivo models of pain, for example, neuropathic pain and inflammatory pain, and the 
specification and claims recite specific diseases and conditions known to be correlated with 
neuropathic pain and/or inflammatory pain. The Examiner provides no reasoning or evidence to 
doubt the correlation between the working in vivo examples and the claimed method, including 
the specifically recited diseases and conditions. 
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(G) The existence of working examples; and 

As noted above, the specification provides five working in vivo examples which 
demonstrate the effectiveness of the claimed method. 

(H) The quantity of experimentation needed to make or use the invention based on the content of 
the disclosure. 

The Examiner alleges that the quantity of experimentation needed to make or use the 
invention is deemed to be excessive because the Examiner asserts that the specification is 
entirely inadequate to provide the guidance necessary to practice the claimed method predictably 
in the vast majority of the recited disease conditions. 

Contrary to the Examiner's allegation, the quantity of experimentation needed to use the 
invention is well within the experimentation routinely practiced by one of ordinary skill in the 
art. As noted above, the level of skill in the art is high and one of ordinary skill in the art is 
experienced in selecting among available analgesics and determining an effective dose, and 
consequently one of ordinary skill in the art routinely experiments to determine dosage and 
analgesic for a subject in pain. In particular, the American Board of Pain Medicine's "Definition 
of Pain Medicine" reveals that the art relies on a substantial amount of experimentation in that, 
for example, "[fjhe diagnosis of painful syndromes relies on interpretation of historical data; 
review of previous laboratory, imaging, and electrodiagnostic studies; behavioral, social, 
occupational and avocational assessment; interview and examination by the pain specialist; and 
may require specialized diagnostic procedures, including central and peripheral neural blockade 
or monitored drug infusions." (Exhibit D; see also the American Academy of Pain Medicine's 
definition in Exhibit E). Consequently, it is routine for one of ordinary skill in the art to conduct 
a substantial amount of experimentation. 

Therefore, the full scope of the claimed invention is enabled because the breadth of the 
claims is consistent with the support in the specification, the prior art does not identify the 
analgesic efficacy of spongosine (2-methoxyadenosine) as employed in the claimed method, the 
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level of skill in the art of pain management is high, the level of predictability in the art is high, 
Applicant has provided substantial direction, the specification provides five working in vivo 
examples, the quantity of experimentation needed to use the invention is well within the 
experimentation routinely practiced by one of ordinary skill in the art. For at least the preceding 
reasons, a prima facie case of lack of enablement has not been made. Applicant respectfully 
requests that the Examiner withdraw the corresponding rejection. 

Objections Regarding Claims 14, 15 and 18 

The Examiner helpfully notes apparent informalities in the terms and phrases 
"pelvicpain" in claim 15, "colitis and pyresis" in claim 18, and "or adverse effects" in claim 18. 

Applicant has amended the claims to address the preceding informalities. Applicant 
respectfully requests that the Examiner withdraw the corresponding objection. 

Indefmiteness Rejection under 35 U.S.C. $ 1 12, 2 nd Paragraph 

Claims 14, 18 and 27 stand rejected under 35 U.S.C. § 112, second paragraph as being 
indefinite. 

The Examiner alleges that the term "disease that causes damage to sensory neurons" in 
claim 14 is incomplete because the particular diseases implied by this phrase have not been 
defined in the claim. Likewise, the Examiner alleges that the term "arthritic conditions" in claim 
18 has not been further defined in the claim. 

The rejection of claims 14 and 18 is improper because during examination, the claims 
must be interpreted as broadly as their terms reasonably allow. In re American Academy of 
Science Tech Center, 367 F.3d 1359, 1369, 70 USPQ2d 1827, 1834 (Fed. Cir. 2004). Further, the 
terms of the claim must be given their plain meaning unless the plain meaning is inconsistent 
with the specification. In re Zletz, 893 F.2d 319, 321, 13 USPQ2d 1320, 1322 (Fed. Cir. 1989). 
Moreover, "a particular embodiment appearing in the written description may not be read into a 
claim when the claim language is broader than the embodiment." Superguide Corp. v. DirecTV 
Enterprises, Inc., 358 F.3d 870, 875, 69 USPQ2d 1865, 1868 (Fed. Cir. 2004). Applicant 
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respectfully submits that the plain meaning of the generic term "disease that causes damage to 
sensory neurons" is clear to one of ordinary skill in the art. By alleging that the generic term 
"disease that causes damage to sensory neurons" is incomplete without recitation of specific 
diseases, the Examiner fails to interpret the claims as broadly as the plain meaning of the term 
allows. Further, requiring Applicant to recite specific diseases in the claims amounts to 
impermissibly requiring Applicant to import limitations into the claims from the specification. 
Likewise, the plain meaning of the generic term "arthritic conditions" in claim 18 is clear to one 
of ordinary skill in the art and need not be further defined in the claim. 

For at least these reasons, claims 14 and 18 are not indefinite. Applicant respectfully 
requests that the Examiner withdraw the corresponding rejections. 

The Examiner alleges that the term "further comprising" or the like is needed to provide a 
proper basis for expansion of the scope of the subject matter of claim 11, and consequently that 
claim 27 lacks antecedent basis in claim 1 1 . 

Claim 1 1 recites "A method of preventing, treating, or ameliorating pain which comprises 
administering spongosine (2-methoxyadenosine) to a subject in need of such prevention, 
treatment, or amelioration." Claim 27, as amended, recites "[fjhe method of claim 11, wherein 
an analgesic agent is co-administered to the subject." By introducing the new term "analgesic 
agent" with the term "an," claim 27 maintains proper antecedent basis with claim 1 1 and does 
not require recitation of a term such as "further comprising." Furthermore, a term such as 
"further comprising" may imply that an active step of co-administering an analgesic agent is 
required. By reciting "an analgesic agent is co-administered to the subject," Claim 27 permits, 
for example, a subject to which "an analgesic agent" has already been administered, as well as 
permitting an active step of co-administering "an analgesic agent" to the subject. 

For at least these reasons, claim 27 is not indefinite. Applicant respectfully requests that 
the Examiner withdraw the corresponding rejection. 

Obviousness-type double patenting rejections 
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Claims 11-31 stand provisionally rejected under the judicially created doctrine of 
obviousness type double patenting over claims 16-33 of co-pending Application Ser. No. 
10/547,455, filed March 5, 2004, and claims 13-24 of co-pending Application Ser. No. 
10/547,454, filed March 5, 2004. 

The allegedly conflicting claims of Application Ser. Nos. 10/547,455 and 10/547,454, 

have not been patented. For this reason, the present rejection is a provisional obviousness-type 

double patenting rejection. In view of the amendments and remarks presented herein, it is 

Applicant's understanding that the provisional obviousness-type double patenting rejection is the 

only rejection remaining in the present application. Accordingly, the double patenting rejection 

should be withdrawn to permit the present application to issue as a patent. Further, with respect 

to provisional obviousness type double patenting rejections over co-pending applications, 

M.P.E.P. § 804.I.B.1 provides 

If a "provisional" nonstatutory obviousness-type double patenting (ODP) rejection is the 
only rejection remaining in the earlier filed of the two pending applications, while the 
later-filed application is rejectable on other grounds, the examiner should withdraw that 
rejection and permit the earlier-filed application to issue as a patent without a terminal 
disclaimer. 

The present application, filed December 9, 2003, is the earlier filed application because co- 
pending Application Ser. Nos. 10/547,455 and 10/547,454 were filed March 5, 2004. In view of 
the amendments and remarks presented herein, it is Applicant's understanding that the 
provisional obviousness-type double patenting rejection is the only rejection remaining in the 
present application. Moreover, no terminal disclaimer is required for the present application 
because neither of co-pending Application Ser. Nos. 10/547,455 and 10/547,454 has issued as a 
patent but are presently rejected on grounds other than provisional nonstatutory double patenting. 
Therefore, Applicant respectfully requests that the Examiner withdraw the corresponding 
rejection and permit the present application to issue as a patent without a terminal disclaimer. 
Applicants respectfully request that the Examiner withdraw the rejection. 

Regarding the Examiner's requirement under 37 C.F.R. § 1.78(b) that either the 
conflicting claims be canceled from all but one application or that a clear line of demarcation be 
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maintained between the applications, Applicant notes that under M.P.E.P. § 804.I.B.1, as argued 
above, the Examiner should withdraw the corresponding rejection and permit the present 
application to issue as a patent without a terminal disclaimer. Further, the present claims, drawn 
in part to spongosine (2-methoxyadenosine), are separate from claims 16-33 of co-pending 
Application Ser. No. 10/547,455, which exclude spongosine (2-methoxyadenosine) by proviso. 
Furthermore, the present claims, drawn in part to methods of treating or preventing pain, are 
separate from claims 13-24 of co-pending Application Ser. No. 10/547,454, drawn in part to 
methods of treatment or prevention of inflammation. 

For at least the preceding reasons, the provisional rejections of claims 11-31 under the 
judicially created doctrine of obviousness type double patenting over claims 16-33 of co-pending 
Application Ser. No. 10/547,455 and claims 13-24 of co-pending Application Ser. No. 
10/547,454 are overcome. Applicant respectfully requests that the Examiner withdraw these 
rejections. 

Obviousness Rejections under 35 U.S.C. § 103(a) 

Claims 11-31 stand rejected under 35 U.S.C. § 103(a) as being obvious over Fukunaga, 
U.S. Pat. No. 5,677,290 (Fukunaga '290) in view of Fukunaga, et al. U.S. Pat. No. 5,679,650 
(Fukunaga et al. '650) and further in view of Ueeda et al., Life Sciences, 49(18), 1351-1358 
(1991)(Ueeda etal). 

However, the present claims are not obvious in view of these references, because neither 
Fukunaga '290 nor Fukunaga et al. '650 teach or suggest alkoxy substituted adenosines, let alone 
the spongosine (2-methoxyadenosine) of the claimed method, while the Ueeda et al. reference 
teaches that substituted adenosines which are in the Fukunaga patents have substantially different 
binding and selectivity properties compared to 2-ethoxyadenosine. Consequently, one of 
ordinary skill in the art would not combine these references to arrive at the claimed method of 
preventing, treating, or ameliorating pain which comprises administering spongosine (2- 
methoxyadenosine) to a subject in need of such prevention, treatment, or amelioration. 
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For example, according to Fukunaga '290, "[t]he term "adenosine compound" denotes 
compounds such as adenosine and adenine nucleotides, as well as derivatives and analogs of 
adenosine and ATP. As used in Fukunaga '290, the "adenine nucleotides" are adenosine 
monophosphate, adenosine diphosphate, and adenosine triphosphate. In general, the preferred 
adenine nucleotide is adenosine triphosphate (ATP)" (Fukunaga '290, col. 3, 11 53-59). 
Consequently, not only does Fukunaga '290 not disclose "2-methoxyadenosines in any method 
of treatment," as acknowledged by the Examiner, Fukunaga '290 does not teach or suggest 
alkoxy substituted adenosines or 2-substituted adenosines, let alone the claimed method which 
comprises administering spongosine (2-methoxyadenosine). 

Further, Fukunaga et al. '650 teaches that a purine compound has undesired effects unless 
combined with a counteracting agent, e.g., catecholamine, and because "purine compounds such 
as adenosine are considered toxic at concentrations that have to be administered to a patient to 
maintain efficacious extracellular therapeutic level, the administration of adenosine alone has 
been considered of no use or limited therapeutic use" (Fukunaga et al. '650, abstract and col. 2, 
11 38-43). Consequently, Fukunaga et al. '650 teaches away from the present invention, which 
does not require a counteracting agent. Furthermore, Fukunaga et al. '650 teaches that a purine 
compound is selected from adenosine, phosphorylated adenosine, 5'-N- 
ethylcarboxamidoadenosine (NECA), R(-)N 6 -(2-phenylisopropyl) adenosine (R-F1A), 2- 
chloroadenosine, N 6 -cyclopentyladenosine, and N^cyclohexyladenosine (claim 1 and col. 11, 11 
26-32). Consequently, Fukunaga et al. '650 does not disclose "2-methoxyadenosine as an active 
ingredient in any method of treatment," as acknowledged by the Examiner. Moreover, Fukunaga 
et al. '650 does not teach or suggest alkoxy substituted adenosines or 2-alkoxy substituted 
adenosines, let alone the claimed method which comprises administering spongosine (2- 
methoxyadenosine). 

The Ueeda, et al. reference does not remedy the defects of the Fukunaga references. The 
Ueeda, et al. reference, directed to structure-activity relationships of adenosines at the AiAR and 
A 2 AR adenosine receptors of rat and guinea pig, is silent regarding analgesia of adenosines and 
does not disclose spongosine (2-methoxyadenosine). The Examiner alleges that the Ueeda, et al. 
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reference discloses at page 1353 that "2-ethoxyadenosine has binding constants at adenosine 
receptors that vary very little from the binding constants for adenosine, for R-PIA and for 
NEC A, a teaching supporting the conclusion that substitution of an adenosine analog for 
adenosine would be expected to produce a similar effect, including the analgesic effect." 
Contrary to the Examiner's allegation, Table I at page 1353 of the Ueeda, et al. reference 
discloses no binding constant whatsoever for adenosine at Ai AR or A2AR adenosine receptors, 
"because adenosine deaminase is added to the assay medium to destroy endogenous adenosine" 
(Ueeda, et al., p. 1353, Table I & fn a). Furthermore, differences between the "-log inhibition 
constant, Kj (M)" (emphasis added) values in Table I correspond to substantial differences in the 
inhibition constant Kj 1 between 2-ethoxyadenosine (#13) and compounds found in Fukunaga et 
al. '650, such as 5'-N-ethylcarboxamidoadenosine (NECA, #2), 2-chloroadenosine (#3), N 6 - 
cyclopentyladenosine (#4) and R(-)N 6 -(2-phenylisopropyl) adenosine (R-PIA) (#5). For 
example, the inhibition constant Kj for Ai A receptor in rat and guinea pig for compounds #2-5 
differ from Kj for 2-ethoxyadenosine (#13) by a factor of between 132 and 2880 2 . In particular, 
the inhibition constant K; for 2-chloroadenosine at Ai AR differs from that for 2-ethoxyadenosine 
(#13) by a factor of 132 in rat and 170 in guinea pig. Furthermore, according to the Ueeda, et al. 
reference, 2-ethoxyadenosine (#13) is selective for the A 2 AR receptor, whereas compounds #1-3 
are unselective and compounds 4 and 5 are selective for the Ai AR receptor (Ueeda, et al., page 
1354, lines 3-4). Consequently, because the Ueeda, et al. reference teaches that there are 
substantial differences between 2-ethoxyadenosine and adenosines disclosed in Fukunaga et al. 
'650, even 2-chloroadenosine, one of ordinary skill in the art would not select 2- 
alkoxyadenosines such as spongosine (2-methoxyadenosine), but would be led to compounds 
similar to those disclosed in Fukunaga '290 or Fukunaga et al. '650. 

Therefore, because neither Fukunaga '290 nor Fukunaga et al. '650 teach or suggest 
alkoxy substituted adenosines, let alone the spongosine (2-methoxyadenosine) of the claimed 
method, while the Ueeda et al. reference teaches that substituted adenosines which are in the 



1 Calculated as Kj = 10 (1og inhibition constant ' ^ (M)) 

2 The ratio of the respective KjS calculated from the "-log inhibition constant, Ki (M)" in Table 1. 
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Fukunaga patents have substantially different binding and selectivity properties compared to 2- 
ethoxyadenosine, one of ordinary skill in the art would not combine these references to arrive at 
the claimed method of preventing, treating, or ameliorating pain which comprises administering 
spongosine (2-methoxyadenosine) to a subject in need of such prevention, treatment, or 
amelioration. Because the present claims are thus nonobvious in view of these references, 
Applicant respectfully requests that the Examiner withdraw the corresponding rejection. 

Information Disclosure Statement 

Applicant respectfully requests that the Examiner return a copy of the accompanying 
information disclosure statement submitted August 3, 2007, wherein all disclosure entries have 
been initialed by the Examiner to document his full consideration of each disclosed reference. 
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CONCLUSION 

For the reasons set forth above, Applicants submit that the claims of the instant 
application, as amended herein, are in condition for allowance. Reconsideration and withdrawal 
of the Examiner's objections and rejections are hereby requested. Allowance of the claims is 
earnestly solicited. 

In the event that a telephone conversation could expedite the prosecution of this 
application, the Examiner is requested to call the undersigned at (650) 839-5078. 

The excess claim fees in the amount of $750 is being paid concurrently herewith on the 
Electronic Filing System (EFS) by way of Deposit Account authorization. Please apply any 
other charges or credits to Deposit Account No. 06-1050. 

Respectfully submitted, 
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under asynclitism. 

breech p. Presentation of the fetal pelvis; called 
frank breech p. when the legs of the fetus extend fully 
over the anterior surface of its body; complete breech 
p. when both thighs and legs are flexed; footling 
breech p. when one or both legs are extended below 
the level of the fetal buttocks. 

cephalic p. Presentation in which the head is the 
presenting part; called bregma p., vertex p. when the 
occipital portion of the head is the presenting part, 
the head is flexed and the chin and thorax in contact; 
sinciput p. when the large fontanel is the presenting 
part; brow p. when the brow is the presenting part; 
face p. when the face is the presenting part, the head 
is sharply extended with the occipital portion in 
contact with the fetal back. Also called head 
presentation. 

head p. See cephalic presentation. 

placental p. See placenta previa, under placenta. 

posterior parietal p. See posterior asynclitism, 
under asynclitism. 

shoulder p. Presentation in which the long axis 
of the fetus lies transversely with the maternal long 
axis and a shoulder is the presenting part, 
preservative (pre-zef va-tiv) 1. A substance added 
to food products, such as fatty acids, for inhibiting 
the growth of food-spoiling bacteria. 2. Capable of 



presomite (pre-so'mlt) In embryology, before the 



pressor (pres'or) Causing constriction of blood 
vessels and a rise in blood pressure; said of certain 
substances and nerve fibers. 

pressoreceptor (pres-o-re-sep'tor) See barorecep- 

pressure (presh'ur) A force exerted or acting against 

atmospheric p. The pressure exerted by the 
atmosphere; approximately 15 pounds per square 
inch at sea level, capable of supporting a column of 
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back p. Pressure exerted in the circulatory system 
resulting from obstruction to flow. 

blood p. The pressure of the circulating blood on 
the walls of the arteries, primarily maintained by the 
contraction of the left ventricle, the resistance of the 
arterioles and capillaries, the elasticity of the arterial 
walls, and the volume and viscosity of the blood; the 
maximum or systolic blood pressure occurs at the 
moment of systole of the left ventricle of the heart; 
the minimum or diastolic blood pressure occurs 
during diastole of the ventricle; the upper limits of 
normal in adults are generally set at 140/90 mmHg. 

central venous p. (CVP) Pressure of blood in 
the superior or inferior vena cava. 



cerebrospinal p. Tension of the cerebrospinal 
fluid, normally 100 to 150 mm of water (measured 
by lumbar puncture)., 

continuous positive airway p. (CPAP) 
Respiratory therapy in which pressure within the lung 
airways is mechanically maintained above 
atmospheric pressure throughout the respiratory cycle 
to prevent collapse of the airways. 

critical p. The pressure required to condense or 
liquefy a gas at the critical temperature. 

diastolic p. Arterial pressure during diastole; see 
blood pressure. 

effective osmotic p. The portion of the total 
osmotic pressure of a solution that regulates the 
tendency of its solvent to pass through a boundary, 
such as a semipermeable membrane. 

hydrostatic p. In a closed fluid system at rest, 
the pressure exerted at any level by the weight of the 
fluid above it. 

hyperbaric p. Pressure higher than normal 
atmospheric pressure; used in therapy for shock, 
carbon dioxide poisoning, clostridial infections, and 
for some operations. 

Intracranial p. (ICP) Pressure within the skull. 

Intraocular p. (IOP) Pressure of the fluid within 
the eye, measured by a tonometer, usually in 
millimeters of mercury (mmHg). Also called 
intraocular tension; ocular tension. 

negative p. A pressure lower than that of ambient 
atmosphere. 

occlusal p. Any force exerted upon the occlusal 
surfaces of teeth, 
oncotic p. Osmotic pressure exerted by colloids 

exerted by dissolved 
impermeable membrane that 
separates a solution from the pure solvent 

partial p. The portion of the total pressure exerted 
by each component of a gas mixture, expressed in 
millimeters of mercury (mmHg). 

positive end-expiratory p. (PEEP) Technique 
used in respiratory therapy to increase the amount of 
gases remaining in the lungs after expiration by 
maintaining pressure within the airways. 

7 p. Pressure in the pulmonary artery, 
y capillary wedge p. Pressure 
obtained by wedging the tip of a cathether in a small 
pulmonary artery; blocking blood flow provides an 
indirect measure of the pressure in the left atrium of 

pulse p. The difference between the systolic 
(maximum) and diastolic (minimum) blood pressures 
within an artery during the cardiac cycle; it normally 
varies between 30 and 50 mmHg. 

systolic p. Arterial pressure during systole; see 
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blood pressure, 
vapor p. The pressure exerted by the molecules 

of a vapor in equilibrium with its solid or liquid phase, 
presynaptic (pre-si-nap'tik) 1. Existing or taking 

place before a synapse is crossed. 2. Situated 

proximal to a synapse, 
presystole (pre-sis'to-le) The interval immediately 

preceding the systole, 
pretibial (pre-tib'e-al) Pertaining to the front of the 

leg, especially that portion in front of the tibia, 
prevalence (prev'a-lens) The number of people 

with a specific condition in a given population, 
preventive (pre-ven 'tiv) Acting to ward off or 

hinder the occurrence of something such as a disease, 
prevertebral (pre-ver te-bral) In front of a vertebra 

or of the vertebral column, 
prevesical (pre-ves' I-kal) In front of the bladder. 
Prevotella melaninogenica A species of 

nonmotile, gram-negative bacteria (genus Prevotella) 

found in the oral cavity; feces; and infections of the 

intestinal, respiratory and genitourinary tracts. 

Implicated in periodontal disease. Also called 

Bacteroides melaninogenicus. 
priapism (pri'a-piz-m) A continuous and pathologic 

erection of the penis without sexual desire; usually 

associated with certain diseases, especially sickle cell 

primacy (pn"ma-se) The state of being primary, 
primaquine phosphate (prim'a-kwin fos fat) 

Bitter, orange crystals, soluble in water; used in the 



primary (pri'mer-e) 1. Occurring first; not second- 
ary. 2. First in a sequence or importance. 3. The 
simplest or most primitive form. 

primate (pri'mat) A member of the order Primates. 

Primates (pri-ma'tez) The highest order of 
mammals, including man and such animals as apes, 
monkeys, and lemurs. 

primigravida (pri-ml-graV I-da) A woman who has 
been pregnant only once. Also called gravida I. 

primipara (pri-mip'S-ra") A woman who has 
completed one pregnancy to the stage of viability, 
regardless of whether it was a single or multiple birth, 
or whether the fetus was live or stillborn. Also called 

primiparous (pri-mip'a-rus) Denoting a primipara. 

primitive (prim' I-tiv) Primary; embryonic. 

primordial (pri-mor 'de-al) 1. Relating to the 
embryonic group of cells that develops into an organ 
or structure. 2. Formed during the early stage of 
development. 

primordium (pri-mor'de-um) The earliest cells 
forming an organ or structure in the embryo; usually 
denoting a theoretical stage later than anlage. 

principle (prin'sl-pl) 1. A fundamental concept. 2. 
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presentation. 

pressure necrosis. See decubitus ulcer. 

pressure point, 1. a point over an artery where the pulse 
may be.felt. Pressure on the point may be helpful in stop- 
ping the flow of blood from a wound distal to the point. 
2. a site that is extremely sensitive to pressure, such as the 
phrenic pressure point along the phrenic nerve between the 
sternocleidomastoid and the scalenus anticus on the right 
side; pressure at this site may be symptomatic of gallblad- 
der dysfunction. 

pressure-sensitive adhesive, a drug-delivery device that 
uses polymers that are permanently tacky at room temper- 
ature and will adhere to the skin when slight pressure is ap- 
plied. 

pressure sore. See decubitus ulcer. 

pressure support ventilation (PSV), the augmentation 
for spontaneous breathing effort with a specific amount of 
positive airway pressure. The patient initiates the inspira- 
tory flow, generating his or her own V, and frequencies. 

pressure ventilator, a ventilator in which gas delivery is 
limited by a predetermined pressure. 

pressure ulcer. See decubitus ulcer. 

presumptive signs /-sump'tiv/ [L, praesumere, to take be- 
forehand; signum, mark], manifestations that indicate a 
pregnancy although they are not necessarily positive. Pre- 
sumptive signs may include cessation of menses and morn- 
ing sickness. See also Chadwick's sign. 

preswing stance stage /pre'swing/ [L, prae + AS, swin- 
gan, to fling; L, stare, to stand; OFr, estage, stage], one 
of the five stages in the stance phase of walking or gait, 
involving a brief transitional period of double limb support 
during which one leg of the body is rapidly relieved of body- 
bearing weight and prepared for the swing forward. The 
type of preswing used by an individual is a factor in the 
diagnoses of many abnormal orthopedic conditions. Com- 
pare initial contact stance stage, loading response stance 
stage, midstance, terminal stance. See also swing phase 
of gait. 

presymptomatic disease /-simp'tamat'ik/ [L, prae + Gk, 
symptoma, a happening], an early stage of disease when 
physiologic changes have begun although no signs or symp- 
toms are observed. 

presynaptic /-sinap'tik/ [L, prae + synaptein, to join], 
1. situated near or before a synapse. 2. before a synapse is 
crossed. 

presystole /-sis'taleV [L, pre, before; Gk, systole, contrac- 
tion], an interval in the cardiac cycle immediately before 
systole. 

presystolic /-sistol'ik/ [L, prae + Gk, systole, contraction], 
of or pertaining to the period preceding systole. 

presystolic murmur [L, pre, before; Gk, systole; L, mur- 
mur, humming], a heart mumur in cases of mitral steno- 
sis, before diastole. 

preterm /preturm'/ [L, pre, before; Gk, terma, limit], 1. 
events before a specific date. 2. pertaining to a shorter than 
normal period of gestation. 

preterm birth, any birth that occurs before the thirty- 
seventh week of gestation. See also premature infant. 



rash on the anterior surface of the legs. Also calledFwr' 
Bragg fever. 

pretrial discovery. See discovery. * 

prevalence /prev'atens/ [L, praevalentia, a powerful force] 
(in epidemiology) the number of all new and old cases of a M 
disease or occurrences of an event during a particular pe- «n 
riod of time. Prevalence is expressed as a ratio in which m 
the number of events is the numerator and the population at of 
risk is the denominator. See also rate. g 

prevention /-ven'shan/ [L, praevenire, to anticipate], (in ^ 
nursing care) any action directed toward preventing illness co 
and promoting health to avoid the need for secondary or ter- m 
tiary health care. Prevention includes such nursing actions prt 
as assessment; application of prescribed measures, such as si) 
immunization; health teaching; early diagnosis and treat- pa 
ment; and recognition of disability limitations and rehabili- vc 
tation potential. In acute care nursing, many interventions qu 
are simultaneously'therapeutic and preventive. ^ 

preventive /-ven'tiv/ [L, praevenire, to anticipate), n 
tending to slow, stop, or interrupt the course of an illness ten 
or to decrease the incidence of a disease. m 

preventive care, a pattern of nursing and medical care that or 
focuses on the prevention of disease and health maintenance w | 
and includes early diagnosis of disease, discovery and iden- 
tification of people at risk of developing specific problems, 
counseling, and other intervention to avert a health prob- 
lem. Screening tests, health education, and immunization 
programs are common examples of preventive care. Also 
called primary nursing. 

preventive dentistry [L, praevenire, to anticipate + dens. 
tooth], the science of the prevention of disease affecting 
the teeth. 

preventive health care. See preventive care. 

preventive medicine [L, praevenire, to anticipate + me- 
dicinal . the branch of medicine that is concerned with the 
prevention of disease and methods for increasing the power 
of the patient and community to resist disease and prolong 

preventive nursing [L, praevenire, to anticipate + 
nurse], the branch of nursing that is concerned witn ge« 
eral health promotion, teaching of early recognition an 
treatment of disease, encouraging lifestyle modification, a 
prevention of further deterioration of the disabled, 
preventive psychiatry, the use of theoretical 
and skills to plan and implement programs design* 
achieve primary, secondary, and tertiary 9 aiwm ^L MX 
preventive treatment, a procedure, measure, sur» 
or program designed to prevent a disease from occun 
a mild disorder from becoming more severe, van ^ 
eases are prevented by immunizations with va ccin • ^ 
septic measures, the avoidance of smoking, regu ^ 
cise, a prudent diet, adequate rest, the correcno " ^ m 
genital anomalies , and screening programs for tn . ^ " 
of preclinical signs of disorders. Also called propnj jn 



treatment. 

previa. See placenta previa. 



previllous embryo /previl'os/ [L, prae + v ',' m i'w3i»'- 
en in, bryein, to grow], an embryo of a pia«' 
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About ABPM FAQs ABPM Certification Exam Diplomates What is Pain Medicine? 



The specialty of Pain Medicine is concerned with the prevention, evaluation, 
diagnosis, treatment, and rehabilitation of painful disorders. Such disorders 
may have pain and associated symptoms arising from a discrete cause, such 
as postoperative pain or pain associated with a malignancy, or may be 
syndromes in which pain constitutes the primary problem, such as 
neuropathic pains or headaches. The diagnosis of painful syndromes relies on 
interpretation of historical data; review of previous laboratory, imaging, and 
electrodiagnostic studies; behavioral, social, occupational and avocational 
assessment; interview and examination by the pain specialist; and may 
require specialized diagnostic procedures, including central and peripheral 
neural blockade or monitored drug infusions. The special needs of the 
pediatric and geriatric populations are considered when formulating a 
comprehensive treatment plan for these patients.. 

The pain physician serves as a consultant to other physicians but is often the 
principal treating physician and may provide care at various levels, such as 
direct treatment, prescribing medication, prescribing rehabilitative services, 
performing pain relieving procedures, counseling of patients and families, 
direction of a multidisciplinary team, coordination of care with other healthcare 
providers and consultative services to public and private agencies pursuant to 
optimal healthcare delivery to the patient suffering from a painful disorder. The 
pain physician may work in a variety of settings and is competent to treat the 
entire range of painful disorders encountered in delivery of quality health care. 
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AAPM: The Physician's Voice in Pain Medicine 

Founded in 1983 as the American Academy of Algology, the 
American Academy of Pain Medicine (AAPM) has evolved as the 
primary organization for physicians practicing the specialty of Pain 
Medicine in the United States. 

As the practice of Pain Medicine has grown, a defined body of 
knowledge and scope of practice have emerged, and today, Pain 
Medicine is recognized as a discrete specialty by the American 
Medical Association (AMA). AAPM is the only pain organization with 
representation in the AMA House of Delegates. 

As a member of AAPM, you are part of a professional community of 
physicians with a sustained interest in pain disorders and their 
management. Members represent a variety of origins, including 
anesthesiology, internal medicine, neurology, neurosurgery, 
orthopedic surgery, physiatry, and psychiatry. 

As a major force in advancing the practice of Pain Medicine in this 
country, AAPM works hard to provide you with the most up-to-date 
information available on the practice of Pain Medicine, to be an 
advocate for you, and to bring visibility and credibility to the 
specialty of Pain Medicine. 



Mission Statement 



The mission of the American Academy of Pain Medicine (AAPM) is to 
promote quality care of patients with pain as a symptom of disease 
(eudynia) and primary pain disease (maldynia) through research, 
education, and advocacy, and through the advancement of the 
specialty of Pain Medicine. 



Vision Statement 



The American Academy of Pain Medicine (AAPM) is the recognized 
authority on the evaluation and care of patients with pain as a 
symptom of disease (eudynia) and primary pain diseases 
(maldynia). AAPM is an influential participant in policy making for 
Pain Medicine services and is responsive to the needs of its 
members. 



Definition of Pain Medicine 

The specialty of Pain Medicine is concerned with the study of pain, 
prevention of pain, and the evaluation, treatment, and rehabilitation 
of persons in pain. Some conditions may have pain and associated 
symptoms arising from a discrete cause, such as postoperative pain 
or pain associated with a malignancy, or may be conditions in which 
pain constitutes the primary problem, such as neuropathic pains or 





headaches. The evaluation of painful syndromes includes 
interpretation of historical data; review of previous laboratory, 
imaging, and electrodiagnostic studies; assessment of behavioral, 
social, occupational and avocational issues; and interview and 
examination of the patient by the pain specialist. It may require 
specialized diagnostic procedures, including central and peripheral 
neural blockade or monitored drug infusions. The special needs of 
the pediatric and geriatric populations, and patients' cultural 
contexts, are considered when formulating a comprehensive 
treatment plan. 

The pain physician serves as a consultant to other physicians but is 
often the principal treating physician and may provide care at 
various levels, such as direct treatment, prescribing medication, 
prescribing rehabilitation services, performing pain relieving 
procedures, counseling patients and families, directing a 
multidisciplinary team, coordinating care with other health care 
providers and providing consultative services to public and private 
agencies pursuant to optimal health care delivery to the patient 
suffering from pain. The pain physician may work in a variety of 
settings and is competent to treat the entire range of pain 
encountered in the delivery of quality health care. 
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